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2. 



CLAIMS 

An immediate release pharmaceutical formulation for oral use containing 
iclofenac in acid and/or salt form together with alkali metal bicarbonates or 
tures thereof and customar>' excipients and adjuvarus, wherein said alkali 
metal bicarbonates are present in amounts of from 20 to 80 % by weight based 
on the yeight of Diclofenac. 

A formuMion according to claim 1 wherein said alkali metal bicarbonates are 
present in Woimts of from 40 to 80 % by weight based on the weight of 
Diclofenac. \ 

3. A formulation according to claim 1 characterized in that Diclofenac is present 

in its potassium and/or sodium salt folbii. 
4* A formulation accoraing to claim 3 wherein said alkali metal bicarbonates are 

potassium and/or sodixim. bicarbonates. 

5. A formulation according \o claim 31 which contains from 10 to 60 mg of 
Diclofenac sodium and/or Diclofenac riotassixmi. 

6. A formulation according to olkun 1 which contains at least one flavouring 
substance selected from mint, aniseed^d ammonium glycyrrhizinate. 

7. A formulation according to/ cl&nT6 Wherein said at least one flavouring 
substance is present in pufa form in M amount of from 1/5 to 3 times by 
weight based on the weight of Diclofenac 

8. A pharmaceutical formulation for oral use^mprising at least an immediate 
release layer and at least a delayed release layV said immediate release layer 
containing Diclofenac in acid and/or salt fomi\together with alkali metal 
bicarbonates or mixtures thereof and customary excipients and adjuvants, 
wherein said alkali metal bicarbonates are present in amounts of from 20 to 80 
% by weight based on the weight of Diclofenac. \ 
A pharmaceutical formulation according to claim 8 whe^in said second 
delayed release layer also contains Diclofenac as the active principle. 
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ith^^^formulation according to claiin\8 wherein said alkali metal bicarbonates are 
presenlSfUQinounts of from 40 ti) 80 % by weight based on the weight of 
Diclofenac/^""^"""""""^^-^^ j \ 

11. A formulation according tocimm^ characterized in that Diclofenac is present 
in its potassium and/or sodium salt ferhiN.^^^ 

12. A formulation according to claim 1 1 wherein safet^kali metal bicarbonates are 
potassium and/or sodium biciarbonates. ^"^^ 
A method for generating an average Cmax of Diclofenac comprised between 
400^^mld 2500 ng/ml in human patients in need of such a treatment, which 
comprise&vadministering to those patients a pharmaceutical formulation 
containing fromS^ to 60 mg of Diclofenac in acid and/or salt form together 
with alkali metal bicarbonates or mixtures thereof and customary excipients 
and adjuvants, wherein said aTfca^ metal bicarbonates are present in amoimts of 
from 20 to 80 % by weight based orJ'tije weight of Diclofenac. 

14. A method according to claim 13 whereii^^s^d alkali metal bicarbonates are 
present in amounts of from 40 to 80 % by w^gljt^ based on the weight of 
Diclofenac. 

cording to cla&m 14 wherein said alkali metal bicarbonates are 
sodium and/or potassium^ic^ 

A method according to claim 14 wherein said average Cmax of Diclofenac is 
comprised between 1700 and 2300 ng/ml and said pharmaceutical formulation 
contains abeut 50 mg of Diclofenac in its potassium and/or sodium salt form. 

17. A method according to claim 14 wherein said average Cmax of Diclofenac is 
comprised between sbOs^d 900 ng/ml and said pharmaceutical formulation 
contains about 25 mg of Diclb^ac in its potassium and/or sodium salt form. 

18, A method according to claim 14 w^ein said average Cmax of Diclofenac is 
comprised between 400 and 500 ng/ml and said pharmaceutical formulation 
contains about 12.5 mg of Diclofenac in its potassium and/or sodium salt form. 
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19/^ method according to claim 13 wherein said average Cmax of Diclofenac is 
reached after 13-^27 minutes since administration. 

20. A methhd for obtaining an average T^ax of Diclofenac after 5-e-30 minutes since 
administratis^ in human patients in need of such a treatment, which comprises 
administering f>a those patients a pharmaceutical formulation containing 
Diclofenac in acid and/or salt form together with alkali metal bicarbonates or 
mixtures thereof and customary excipients and adjuvants, wherein said alkali 
metal bicarbonates are pre^nt in amounts of from 20 to 80 % by weight based 
on the weight of Diclofenac. 

21. A method according to claim 2bswherein said Tmax of Diclofenac is reached 
after 13^27 minutes since administraHon. 

22. A method according to claim 20 wh^ein said pharmaceutical formulation 
contains from 10 to 60 mg of Diclofenac in add and/or salt form. 

23. A method according to claim 22 wherein saia^lkali metal bicarbonates are 
present in amounts of from 40 to 80 % by weight based on the weight of 
Diclofenac. X 

2^77rTnethQd.^cc ording t o ^fl^m 23 wherein said alkali metal bicarbonates are 




sodium and/or potassiun/H5icarbonates. 
25?A^ethod according to claim 20 wherein said formulation is a pharmaceutical 
fomii&adon for oral use comprising at least an immediate release layer and at 
^ast a (Mayed release layer, said immediate release layer containing 
Diclofenac in aciSvmid/or salt form together with alkali metal bicarbonates or 
mixtures thereof and cb$U)mary excipients and adjuvants, wherein said alkali 
metal bicarbonates are preseiitsm amounts of from 20 to 80 % by weight based 
on the weight of Diclofenac. 
26. A method according to claim 25 wherein^id second delayed release layer also 
contains Diclofenac as the active principle. 
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2^?7"?'t-mgthod according to claim 25 wherein said alkali metal bicarbonates are 

present inaritowats of from 40 to 80 % by weight based on the weight of 

Diclofenac. ^^""^^-^^.^^^ 
28, A method according to claim 27 clfeaQteiized iii iliat Diclofenac is present in 

its potassium and/or sodium salt form and said-^^ali metal bicarbonates are 

potassium and/or sodium bicarbonates. 
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